

Major Learning's Since Launch 


ConAdenSal 


« In both countries (LfSA & JPX reasons for dfscontinuing 
or situational use aret 
<• Primarily Tasto-related 

■ High resistance to draw 
- Perceived harshness 

■ Kot enough taste 

■ Not enough puffs pet cigarette 
❖ fnconvenlence 

■ Charging time 

■ Cigarette percharga 

* Break'll of the cigarette 
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Proposed Agenda 


• Overview of Philip Morris’ Reduced 
Harm Program 

• Clintmefrics Overview 

* Ciinimefrics General Monitoring Plan 

• Clinimetrics Findings 

* Query Resolution 

* General Discussion 
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Clinimetrics 


A Global, Full-Service CRO 



Global Presence 
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Therapeutic Experience 
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Philip Morris Experience 

• 7 us studies; 


-44i-03 


-466-04 


- 466-05 


-473-01 


-473-02 


-473-03 


-473-04 




Putling SdetiM h UM 



Commitment 


• Experienced Professional Staff 

• Dedication to Client’s Objectives 
and Timelines 

• Accountable Project Management 
System 

• Emphasis on Communications, 
Planning and Problem Solving 
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History of Regulations 


• ICH Guidelines, May 1997 

- Adopted by the EU, Japan, and the US 

- Improve quality and reliability of data 

- Study could be conducted using the 
same standards 

-Studies conducted under a US IND must 
also comply with FDA regulations, CRF- 
Titte 21, Parts 11,50, 54,56,312, and 314 



Responsibility of Clinlmetrics 

• Monitor progress of study in 
accordance with 

- Protocol 

- FDA Code of Federal Reguiatlons 

- ICH GCP guidelines 
-SOPs 
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Responsibility of Clinimefrics (cont.) 


• IRK Approval and Correspondence 

• Informed Consent Form 

• Source Document Verification 

• Investigational Product 


AftdTf Soane* lo Waii 
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Clinimetrics and MDS Pharma 


• Synergy developed 

- MuTudl respect for professional abilities 
and judgments 

- Willingness to exchange ideas and 
learn from one another 

~ Shared commitment to do excellent 
reseorch 


Atfivig <4 Wbdc 


Project No. EHCJLI/OT/02 (466-03) 


• Closed: July 2002 

• First study presented the biggest 
challenges 

- study completed prior fo ClinImeMcs 
involvement 

- Regulatory Binder 

- Informed consent process 

- Topogrophy devices 

- Product accountability 

Rrdrrtg Sctance M tturfc 


Project No. EHCJU/02/02 (466-04) 


• Ongoing: monitoring to complete 30 2003 

• Improvements 

■- product accountability 

- Informed consent process 

• Challenges 

— Higher drop rote 

- Questionnaires 

- Accessibility to printed data 
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Project No. EHCJU/03/02 (466-05) 


• Close-out scheduled; March 31 -April 1, 
2003 

• Challenges 

- study conducted at PAREXEL-Baltimore CPRU 

- 3 ”‘ cohort was added resulting In timeline 
shifts 

- Change in management staft 

- Topography device maltunctlons 

- Accessibility to data 

i 

Future stiant* ro Was 


Project No. SCoR2003-6/01/02 (473-01) 


• Close-oui visit completed: 
February 2003 

• Very clean study 

- Minor ICF issues 

- Collection of topography data 
Improved 
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Project No. SCqR2003-«/02/02 (473-02) 


• Subject completion on February 10,2003 

• Initial review of CRFs delayed until March 
10, 2003 

• To date 

- Complete ICF review 

- Complete product accountability 

- Screening quesHonrtaire 

• Complete monitoring in early April 2003 

I 
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Project No. SCoR2003-11/01/03 (473-03) 


• Awarded tn December 2002 

• Subjects started/completed in 
January 2003 

• To date: 

- Complete ICF review 

- Complete product occountobility 
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Project No. SCpR2003-11/02/03 (473-04) 

• Awarded in December 2002 

• Enrollment in January 2003 

• To date: 

- Complete ICF review 
— Initial regulatory review 
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WorkTng Ld£t)]l/ 
Working Sclenco 
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